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INTERNATIONAL PRELIMINARY EXAMINATION REPORT 



International application No. 

PCT/JP2003/007741 



I. Basis of the report 



1. With regard to the elements of the international application:* 
£><^| the international application as originally filed 

I [ the description: 
pages 

pages 



, as originally filed 
, filed with the demand 



, filed with the letter of 



I | the claims: 

pages 

pages 

pages 

pages 



, as originally filed 

, as amended (together with any statement under Article 19 

, filed with the demand 



filed with the letter of 



I 1 the drawings: 



pages 
pages 



_ , as originally filed 
, filed with the demand 



. , filed with the letter of 



I | the sequence listing part of the description: 

pages 

pages 



, as originally filed 

. , filed with the demand 



_, filed with the letter of 



2. With regard to the language, all the elements marked above were available or furnished to this Authority in the language in which 
the international application was filed, unless otherwise indicated under this item. 

These elements were available or furnished to this Authority in the following language which is: 

□ 

the language of a translation furnished for the purposes of international search (under Rule 23.1(b)). 

□ 

the language of publication of the international application (under Rule 48.3(b)). 

the language of the translation furnished for the purposes of international preliminary examination (under Rule 55.2 and/ 
or 55.3). 

3. With regard to any nucleotide and/or amino acid sequence disclosed in the international application, the international 
preliminary examination was carried out on the basis of the sequence listing: 

□ 

contained in the international application in written form. 

□ filed together with the international application in computer readable form. 

□ furnished subsequently to this Authority in written form. 

□ furnished subsequently to this Authority in computer readable form. 

The statement that the subsequently furnished written sequence listing does not go beyond the disclosure in the 
international application as filed has been furnished. 

The statement that the information recorded in computer readable form is identical to the written sequence listing has 
been furnished. 



□ 

4.D 



The amendments have resulted in the cancellation of: 

□ 

the description, pages 

the claims, Nos. 

the drawings, sheets/fig ; 

I | This report has been established as if (some of) the amendments had not been made, since they have been considered to go 
' ' — ■ beyond the disclosure as filed, as indicated in the Supplemental Box (Rule 70.2(c)).** 

* Replacement sheets which have been furnished to the receiving Office in response to an invitation under Article 14 are referred to 
in this report as "originally filed" and are not annexed to this report since they do not contain amendments (Rule 70.16 
and 70,17). 

**Any replacement s fleet containing such amendments must be referred to under item 1 and annexed to tiiis report. 



INTERNATIONAL PRELIMINARY EXAMINATION REPORT 



International application No. 

PCT/JP03/07741 



m. Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 



1. Hie questions whether the claimed invention appears to be novel, to involve an inventive step (to be non obvious), or to be 
industrially applicable have not been examined in respect of: 

the entire international application. 

claims Nos. 16. 17 



because: 



the said international application, or the said claims Nos. 16. 17 

relate to the following subject matter which does not require an international preliminary examination (specify); 



The subject matter of claims 28 and 36 relates to a method for treatment of the human 
body by therapy, which does not require an international preliminary examination by the 
International Preliminary Examining Authority in accordance with PCT Article 34(4)(a)(i) 
and Rule 67.1(iv). 



I I the description, claims or drawings (indicate particular elements below) or said claims Nos. 
1 — 1 are so unclear that no meaningful opinion could be formed (specify): 



□ the claims, or said claims Nos. are so inadequately supported 
by the description that no meaningful opinion could be formed. 

no international search report has been established for said claims Nos. 16. 17 



A meaningful international preliminary examination cannot be carried out due to the failure of the nucleotide and/or amino acid 
sequence listing to comply with the standard provided for in Annex C of the Administrative Instructions: 

| | the written form has not been furnished or does not comply with the standard. 

I | the computer readable form has not been furnished or does not comply with the standard. 
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INTERNATIONAL PRELIMINARY EXA MINATION REPORT 
I IV. Lack of unity of invention 



| Intemal^^f application No. 

PCT/JP03/07741 



1 . In response to the invitation to restrict or pay additional fees the applicant has: 
I""] restricted the claims. 
[ 1 paid additional fees. 
| | paid additional fees under protest 

neither restricted nor paid additional fees. 



r-, TnisAuthorit^ 

2. 1 J . not to invite toe applicant to restrict or pay additional lees. 



I 3. Tnis Autoorityconsiders^ * accordance with Rules 13.1, 13.2 and 13.3 is 

I I complied with. 

[^1 not complied with for the following reasons: 

I As described in the documents listed below, because the use of compounds that inhibit jndfiric 
ester hydrolases for the prevention and treatment of bone and joint diseases was ^P^ bllc jy^ low ^ tit . fttiQ 
beforefce S date of this application, the inventions of claims 1-8, 11-15 and 18 and the inventions 
Ef to 9 SlO are not technically related such that they share the same or a corresponding special 

featoe, Z therefore Ihey do not constitute one group of inventions so linked as to form a 
|single general inventive concept. 

iDocuments: WO 01/44268 Al (STERDC LIMITED) June 21, 2001 

WO 99/64013 Al (STERDC LIMITED) December 6, 1999 
WO 99/52890 Al (NOVARTIS AG) October 21, 1999 



, 4. Consequently, the following parts of the international application were the subject of international preliminary examination 
in establishing this report 

I I all parts. 

the parts relating to claims Nos. . 



JrSJJ-15, 18 
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Internafl^Pf application No. 

PCT/JP03/07741 



1 V. Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial appUcability; 
citations and explanations sup porting such statement 

1. Statement 

Novelty (N) 



Inventive step (IS) 



Industrial applicability (IA) 



Claims 
Claims 

Claims 
Claims 

Claims 
Claims, 



1-8,11-15,18 



1-8, 11-15, 18 



1-8,11-15,18 



YES 
NO 

YES 
NO 

YES 
NO 



2. Citations and explanations 

Document 1: WO 01/55411 A2 (MILLENNIUM PHARMACEUTICALS, INC.) August 2, 2001 
Document 2: WO 01/44268 Al (STERDC LIMITED) June 21, 2001 
Document 3: WO 99/64013 Al (STERDC LIMITED) December 6, 1999 
ocument 4: WO 99/52890 Al (NOVARTIS AG) October 21, 1999 

Document 1 cited in the international search report describes a protein wife the same i amino add 
sequence as SEQ ID NO: 1 of this application (see FIGURES), and it states that this ^^m is useful 
in the diagnosis and treatment of sulfatase-related diseases (see page 36, lines 8 to 12), that tnis 
polypeptide can be used for screening for substances that act on sulfatases (see page 37 hue V 6 , to 
age 38, line 29), that antibodies to this polypeptide can be used to treat diseases related to chiton 
of sulfate activity (see page 49, lines 3 to 5), and that antisense nucleotides to the polynucleotides 
that encode this polypeptide can be designed (see page 58, lines 12 to 13). 

Document 2 describes compounds that can inhibit steroid sulfatase activity (see claim 1), and it 
discloses that these compounds can be useful for the treatment of osteoarthritis, chrome rheumatoid 
arthritis, osteoporosis, etc. (see page 43, line 28). 

Document 3 describes compounds that can be used as estrone sulfatase mhibitors (see Claim 4), 
and it discloses that these compounds can be useful for the treatment of osteoarthritis, chrome 
heumatoid arthritis, osteoporosis, etc. (see page 38, line 31, etc.). 

Document 4 describes the use of steroid sulfatase inhibitors in the prevention and treatment of 
rheumatoid arthritis (see page 14, line 4 from bottom to page 15, line 8). 



Intema^^&pplication No. 

INTERNATIONAL PRELIMINARY EXAMINATION REPORT ( PCT7JP03/07741 
I Vm. Certain observations on the international application 



The following observations on the clarity of the claims, description, and drawings or on the question whether the claims are fully 
I supported by the description, are made: | 

(1) Claims 1-8, 11-15 and 18 

The descriptions in the above claims use the term "essentially," but the ^Pf^ ' term is va ^ *** 
these descriptions do not satisfy the requirement for clarity as stipulated m PCT Article 6. 

(2) Claims 1,2, 5, and 18 I 

The above claims describe compounds that inhibit the activity of proteins, etc having the amino acid 
The above claims aescn v prevention and treatment of bone and joint diseases that 

HowSr« technical knowledge that inhibition of the activity and expression of a P»ft 
an dS of ex^ssion in a specific disease does not guarantee that a preventive or foerapeutic effect on 

^SiSSSSS. above lac. Ml H.k *e sense of PCT *«■. 5 and !ae,c 
support by disclosure in the Specification in the sense of PCT Article 6. 

P ^bovecltims describe antisense polynucleotides to the polynucleotides that encode the jproteins .etc., 

Coint diseases that have as their active ingredient antibodies to foose proteins, etc. 

However the Specification of this application describes no results of pharmacological tests, etc., on the J 

Lmnort bv disclosure in the Specification in the sense of PCT Article 6. tt.P 
rfcSTno if the eeneral technical knowledge at the time this application was filed is considered, the 
L^££2 ^SieXve^ic inhibitor/properties cannotbe ^^J^f^SS^ 
SftoSve claims of this application do not satisfy the requirement for clarity as stipulated m PCT 

lArticle 6. j 

P ^boVe'claims describe a screening method and screening ^^^SlmSS^ll^ ^ 
Lint diseases that contain proteins, etc., with the ammo acid sequence identified as SEQ ID NO. 

nS^SKS SSSM in (2) and (3) above, this examination cannot simply conclude ^ 
drug treatment of bone 'and joint diseases can be obtained ^J*X33S!^S 
As a result the inventions of the above claims lack foil disclosure in the sense of PCT Article 5 and lack 
support by disclosure in the Specification in the sense of PCT Article 6. 

(5> ^drugs for the preventives/remedies described in the above claim ^f\S^SSSSST 
obtained by using :thc .screening method or «££S^5^ 

h ^SSSrr S rLv^ctical knowledge at the time this application was filed, it is 

In addition, m light of the level ot teenmc e description therefore the inventions 

unclear which specific substances are mcluded m the scope oi uus ' 

ptne above claims do not satisfy the requirement for clarity as stipulated in PCT Article 6. 

Form PCT/EPEA/409 (Box VIII) (July 1998) 



INTERNATIONAL PRELIMINARY EXAMINATION REPORT 



Int< 



application No. 
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vm. Certain observations on the international application 



The following observations on the clarity of the claims, description, and drawings or on the question whether the claims are fully 
supported by the description, are made: 

) Claims 1-8, 11-15 and 18 

The descriptions in the above claims use the term "essentially," but the scope of this term is vague, and 
these descriptions do not satisfy the requirement for clarity as stipulated in PCT Article 6. 

(2) Claims 1,2, 5, and 18 

The above claims describe compounds that inhibit the activity of proteins, etc., having the amino acid 
sequence identified as SEQ ID NO: 1 and drugs for the prevention and treatment of bone and joint diseases that 
have as their active ingredient, compounds that inhibit the expression of the genes for those proteins, etc. 
I However it is common technical knowledge that inhibition of the activity and expression of a protein with 
an elevated level of expression in a specific disease does not guarantee that a preventive or therapeutic effect on 
that disease will be provided. Therefore, because the Specification of this application describes no 
pharmacological tests whatsoever on compounds with the above properties, this examination cannot simply 
conclude that compounds with the above specific inhibitory properties will be effective in the prevention and 
treatment of bone and joint diseases. . . . . ... 

As a result, the inventions of the above claims lack full disclosure in the sense of PCT Article 5 and lack 
support by disclosure in the Specification in the sense of PCT Article 6. 

(3) Claims 3 and 4 

The above claims describe antisense polynucleotides to the polynucleotides that encode the proteins, etc., 
with the amino acid sequence identified as SEQ TD NO: 1 and drugs for the prevention and treatment of bone 
and joint diseases that have as their active ingredient antibodies to those protems, etc. 

However, the Specification of this application describes no results of pharmacological tests, etc., on the 
above active ingredient, and therefore for the same reason as stated in (2) above, this examination cannot simply 
conclude that the above compounds will be effective in the prevention and treatment of bone and jomt diseases. 

As a result, the inventions of the above claims lack full disclosure in the sense of PCT Article 5 and lack 
support by disclosure in the Specification in the sense of PCT Article 6. 

(4) Claims 11-14 „ , : , 
The above claims describe a screening method and screening kit for drugs for the prevention of bone and 

joint diseases that contain proteins, etc., with the amino acid sequence identified as SEQ ID NO: 1 or 
polynucleotides that encode those proteins. 

However, for the same reason as stated in (2) and (3) above, this examination cannot simply conclude that 
drugs for the prevention and treatment of bone and joint diseases can be obtained by the above method or kit. 

As a result the inventions of the above claims lack full disclosure in the sense of PCT Article 5 and lack 
support by disclosure in the Specification in the sense of PCT Article 6. 

(5) Claim 15 , t „ , ^ . 
The drugs for the preventives/remedies described in the above claim include all preventives/remedies 

obtained by using the screening method or screening kit described in claims 1 1-14, but the Specification 
contains no specific description whatsoever of preventives/remedies obtained by these methods. Therefore, the 
inventions of these claims lack full disclosure in the sense of PCT Article 5 and lack support by disclosure m 
the Specification in the sense of PCT Article 6. . . 

hi addition, in light of the level of technical knowledge at the time this application was filed, it is 
unclear which specific substances are included in the scope of this description, and therefore the inventions 
of the above claims do not satisfy the requirement for clarity as stipulated in PCT Article 6. 
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Supplemental Box 

I (To be used when the space in any of the preceding boxes is not suf&cient) 



I Continuation of Box V: 

' OC1 ^c^\"-4r^do not describe the inventions of claims 1-8, 11-15 and 18, and therefore 

<* * ******* ***** 

document 1, whereas the target of the active ingredient is identified as bone and joint ^ m * e 
mventions of the claims of this application, in the invention descnbed m document 1 it is identified 
□y as "sulfatase-related diseases" and document 1 does not clearly state that bone and joint diseases 
are the target. In this respect, the two differ. . . , , , 

1 However, documents 2-4 state that compounds that inhibit sulfatase activity can be used to treat 
Ibone and joint diseases such as osteoarthritis, chronic rheumatoid arthritis, osteoporosis, etc., and 
Led on this description, this examination considers bone and joint diseases to be y**™**? 
diseases," and persons skilled in the art can easily use the active ingredient for the treatment of the 
above bone and joint diseases in the invention described in document 1 . 

1 In addition, this examination finds that no particularly outstanding effect is provided thereby. 

As a result, the inventions of claims 1-8, 11-15 and 18 lack an inventive step with respect to 
Idocuments 1-4. 
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